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REMARKS 

Amendments to the Claims 

The amendments to the claims add no new matter. 

The amendment to claim 30 finds support in the specification on page 2, at indicated lines 
35-45, which state: 

35 The film coating compositions of the invention are composed of: 

a) 10 - 90% by weight, preferably 20 - 80% by weight, of 

polyvinyl alcohol -polyether graft copolymers (components A) 

40 b) 5 - 80% by weight, preferably 10 - 70% by weight, of 

auxiliaries containing hydroxyl, amide or ester function 

c] and 0 - 70%, preferably 5 - 60%, of further customary 
adjuvants for film coatings. 

45 

Claim 30 stands rejected under 35 U.S.C. §112, first paragraph 
The amendment to claim 30 renders this rejection moot. 

Claims 1, 2, 5. 20, 27 and 28 stand rejected under 35 U.S.C. §1020?) over Gotsche et al. 
rWO/00/18375, also published as US 6.579.953) 

Anticipation can only be established by a single prior art reference which 
discloses each and every element of the claimed invention. 1 "The identical invention 
must be shown in as complete detail as is contained in the patent claim." 2 It is not 
enough that a reference discloses all the claimed elements in isolation. Rather, as stated 
by the Federal Circuit, the cited art reference must disclose each element of the claimed 
invention "arranged as in the claim." 3 That is why "[a] genus does not always anticipate 
a claim to a species within the genus." 4 "When the compound is not specifically named, 
but instead it is necessary to select portions of teachings within a reference and combine 

1 See, RCA Corp. v. Applied Digital Data Systems, Inc., 730F.2d 1440, 1444 (Fed. Cir. 1984). 

2 Richardson v. Suzuki Motor Co., 868 F.2d 1226, 1236 (Fed. Cir. 1989). 

3 Connell v. Sears, Roebuck & Co., 722 F.2d 1542, 1548 (Fed. Cir. 1983) 

4 Ex parte A, 17 USPQ2d 1716. 
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them, . . . anticipation can only be found if the classes of substituents are sufficiently 
limited or well delineated." 5 

Claim 1 is directed to a quick dissolving film coating composition for coating 
solid substrates, composed of: Component A : 10 - 90% by weight of a polyvinyl alcohol- 
polyether graft copolymer, Component B : 5 - 80% by weight of at least one further 
component containing at least one functional group selected from the group consisting of 
hydroxyl, amide and ester functions, and Component C : 0 - 70% by weight of further 
customary coating constituents. 

In order for the rejection of claim 1 to be appropriate, "[t]he identical invention 
must be shown in as complete detail [in Gotsche et al.] as is contained in the patent 
claim." 6 Yet, as acknowledged by the examiner, "Gotsche does not expressly disclose a 
composition comprised of components A, B, and C . . .." 7 Instead, Goetsche et al. 
disclose a broad genus of a vinylester graft polymer of generic formula encompassing a 
multitude of possible polymers. Column 3, indicated lines 5-41 of Goetsche et al. (US 
6,579,953) discloses: 

polymers, in particular polymers which are .soluble or dis- 
persing ii) walci and arc obtainable by polymerization ol' 

a) at least one vinyl ester of aliphatic C,-C-,. ; -carboxylic 
acids, in the presence ul 

b) polycthcrs of the general formula I, 

\ 

n- — ^o—fK 2 — o)r-fR 3 — 0)ri-R 4 — o)srj-A-f-R 5 — 

o ; — R«-C%— f-R'— Oijj— R*j 

in which the variables have, independently of one 
another, the loliowiim meanings: 
R' hydrogen. C ,1 -C ?J -alkyl, R'— C(=Q)-~ , 

R 1 '— Nil— a=0)— . polvalcuhol residue: 
R" hvdrocen. C.,-C ..,-alkvl. R ' — C(=0) — . 

R B — NH — C(=0) — : 

The examiner has argued that Component A of present claim 1 is included in the 
enormous genus encompassed by this disclosure. Applicants respectfully reassert that 
"[w]hen the compound is not specifically named, but instead it is necessary to select 

5 ExparteA, 17 USPQ2d 1716 (Bd. Pat. App. & Inter. 1990). 

6 Richardson v. Suzuki Motor Co., 868 F.2d 1226, 1236 (Fed. Cir. 1989). 

7 Page 3, lines 14 - 15 of the present Office action. 



U- to IV 

— (CH,)3— , — (CH,),— , — (Cl-y..— . — C1L— 
CIKCII,) — . — CH , — CII( CII , — CH,) 

— CH , — c : h < ) r 1 1 — ( : i u — , 

R J0 hvdrocen. C -C ,-alkvl. R"— C(— O)— : 

A — C(=0)— 6-. — C('=0) — B— C(=0) — O — . 

— C(=Oh~ NH— H - NH - -C(=0)— O— ; 
B — (CH;),— , arylcne, optionally subMiltilecl; 

s 0 to 500; 



v (I to 5000; 
w 0 to 5000; 
x 1 to 5(K)0; 
v 0 to 5000; 
z 0 to 5000 
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portions of teachings within a reference and combine them, . . . anticipation can only be 
found if the classes of substituents are sufficiently limited or well delineated." 8 In this 
case, the selection required to arrive at Component A, alone, is sufficient to render the 
claimed invention novel and unobvious over the disclosure of Goetsche et al., yet much 
more was required to arrive at the claimed invention. Again, as acknowledged by the 
examiner, "Gotsche does not expressly disclose a composition comprised of components 
A, B, and C . . .." 9 Instead Gotsche et al. merely state at column 12, indicated lines 9-21 
that 

It is also possible lo combine the polymers used according 
to the invention wjih other film formers or polymers in the 
ratio from 1:9 io 9:1. 

Examples of polymers which can be employed for this 
purpose are the following: 

polyvinylpyrrolidone, polyvinylpyrrolidone copolymers, 
water-soluble cellulose derivatives such as 
fa y d r o x y prop y lcellu 1 o s e , 
hydroxy propylmeihylcellu lose, mcthylccllulose. 
hydroxyelhykeHulo.se, acrylaie and methacrytate 
copolymers, polyvinyl alcohols, polyethylene glycols, 
polyethylene oxidc/poly propylene oxide block copoly- 
mers. 

Thus, for at least two additional reasons, Gotsche et al. fail to show "the identical 
invention ... in as complete detail as is contained in the patent claim." 10 First, Gotsche et 
al. merely disclose that additional polymers maybe combined with the generic vinylester 
graft polymers. Since, Gotsche et al. merely disclose the possibility of adding additional 
polymers, it cannot be said that "[fjhe identical invention . . . [is] shown in as complete 
detail as is contained in the ... claim." 11 Second, Gotsche et al. disclose another broad 
genus that according the examiner includes Component B as claimed in claim 1 . Thus, at 
best Gotsche et al. disclose the possibility of adding additional polymers selected from a 
broad genus to polymers selected from another broad genus . The examiner's assertion 
that "[b]y listing these polymers as optional additives in the composition, the reference 
s pecifically guides and teaches one skilled in the art to combine such polymers with 



8 Ex parte A, 17 USPQ2d 1716 (Bd. Pat. App. & Inter. 1990). 

9 Page 3, lines 14 - 15 of the present Office action, 

10 Richardson v. Suzuki Motor Co., 868 F.2d 1226, 1236 (Fed. Cir. 1989). 

11 Richardson v. Suzuki Motor Co., 868 F.2d 1226, 1236, 9 USPQ2d 1913, 1920 (Fed. Cir. 1989). 
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component A and C," 12 is on the one hand an erroneous standard for a novelty rejection, 
and, on the other hand, erroneous on its merits. The proper standard for anticipation has 
already been discussed, and it should be clear that the present rejection is in error and 
should be withdrawn. With regard to whether the Gotsche et al. reference specifically 
guides and teaches one skilled in the art to make the examiner's proposed combination, it 
is respectfully submitted that at best Gotsche et al. disclose the possibility of adding 
additional polymers selected from a broad genus to polymers selected from another broad 
genus . A case of prima facie obviousness cannot be properly established on the basis of 
this reference, let alone a case of anticipation. It is respectfully requested that the 
rejection be withdrawn. 

Since the examiner has not rejected these claims under 35 U.S.C. §103 , 13 and 
since a case of prima facie obviousness cannot be established because of the 
shortcomings of the Gotsche et al. reference, a showing of unexpected results is in no 
way required . However, in order to emphasize the importance of the claimed invention, 
applicants would like to make note that the present specification discloses synergistic 
effects which could not have been foreseen by the skilled artisan on the basis of the 
Gotsche et al. reference. As is explained on page 7, line 23 to page 9, line 35 of the 
specification, the combination leads to enhanced mechanical properties like elongation at 
break which are higher than the properties of the individual compounds or their 
respective proportionate values. Since the coatings contain 40% by weight of polyvinyl 
alcohol, a polymer which tends to become brittle and is not at all stable when stored on 
its own, the results shown on the 2 nd table of page 8, reporting elongation at break after 
various storage times are especially surprising. The coatings remain stable even after 12 
months. 

Rejections under 35 U.S.C. §103 

When applying 35 U.S.C. § 103, the following tenets of patent law must be 
adhered to: (A) The claimed invention must be considered as a whole; (B) The references 

12 Page 7, lines 6 - 9 of the present Office action. 

13 Applicants note that a rejection of Claims 1, 2, 5, 20, 27 and under 35 U.S.C. §103 over Gotsche et al. 
would be in error, and would preclude any further Office action from properly being made final. 
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must be considered as a whole and must suggest the desirability and thus the obviousness 
of making the combination; (C) The references must be viewed without the benefit of 
impermissible hindsight vision afforded by the claimed invention; and (D) Reasonable 
expectation of success is the standard with which obviousness is determined. 14 

"To establish a prima facie case of obviousness, three basic criteria must be met. 
First, there must be some suggestion or motivation, either in the references themselves or 
in the knowledge generally available to one of ordinary skill in the art, to modify the 
reference or to combine reference teachings." 15 Indeed, "to support the conclusion that 
the claimed invention is directed to obvious subject matter, either the references must 
expressly or impliedly suggest the claimed invention or the examiner must present a 
convincing line of reasoning as to why the artisan would have found the claimed 
invention to have been obvious in light of the teachings of the references." 16 The 
examiner may not, because of doubt that the invention is patentable, resort to speculation, 
unfounded assumption or hindsight reconstruction to supply deficiencies in the factual 
basis for the rejection. 17 "Second, there must be a reasonable expectation of success." 18 
The teaching or suggestion to make the claimed combination and the reasonable 
expectation of success must both be found in the prior art, and not based on applicant's 
disclosure. 19 That it would have been obvious to try is not sufficient. 20 "Finally, the 
prior art reference (or references when combined) must teach or suggest all the claim 
limitations." 21 

Claim 7 stands rejected 35 U.S.C. §103(a) over (WO/00/18375, also published as US 
6.579,953) in view of Castillo (US 5,091 J 85) 

The examiner admits that Gotsche et al. fail "to disclose that component B is a 



14 Hodosh v. BlockDrug Co., Inc., 786 F.2d 1136, 1143 n.5, 229 USPQ 182, 187 n.5 (Fed. Cir. 1986). 

15 MPEP §2143. 

16 Ex parte Clapp, 227 USPQ 972, 973 (Bd. Pat. App. & Inter. 1985). 

17 See In re Warner, 379 F.2d 101 1, 1017, 154 USPQ 173, 177 (CCPA 1967), cert, denied, Appeal No. 
2002-1187 389 U.S. 1057 (1968). 

18 MPEP §2143. See also: Boehringer Ingelheim Vetmedica, Inc. v. Schering-Plough Coi-p., 320 F.3d 
1339, 1354 (Fed. Cir. 2003). 

19 In re Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991). 

20 Hybritech, Inc. v. Monoclonal Antibodies, Inc., 802 F.2d 1367, 1380 (Fed. Cir. 1986). 

21 MPEP §2143. 
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polyvinyl alcohol having a degree of hydrolysis of between 80 and 90 mol%," 22 and 

looks to Castillo merely in an attempt to compensate for this additional shortcoming of 

the Gotsche et al. reference. Yet, as discussed above, the Gotsche et al. reference falls 

short of establishing a case of prima facie obviousness with regard to the invention of 

claim 1, because, at best, the reference discloses the possibility of adding additional 

polymers selected from a broad genus to polymers selected from another broad genus . 

The reference does not provide an adequate teaching, suggestion or motivation to make 

the selections and combinations proposed by the examiner, and thus cannot be used to 

establish a prima facie case of obviousness with regard to claim 1 . Claim 7 depends from 

claim 1, and it is well-settled that "if an independent claim is nonobvious under 35 U.S.C. 

103, then any claim depending therefrom is nonobvious." 23 Thus, claim 7 is unobvious, 

and the present rejection should be withdrawn. 

For the sake of completeness, applicants also point out that no teaching, 

suggestion, or motivation existed to combine the cited references. At column 5, indicated 

lines 29-38, Castillo et al. state: 

The water sensitivity of PVA, or the rate at which it 
goes into solution, is controlled primarily by the degree 
of hydrolysis. Fully hydrolyzed polymers have a high 
degree of water resistance, and dissolve very slowly at 
temperatures below about 60° C. For purposes of the 
present invention, a low level of water sensitivity is 
desired and fully hydrolyzed polymers are preferred. 
Water sensitivity of PVA is also influenced to a lesser 
degree by molecular weight, with higher molecular 
weight polymers having increased water resistance. 

On the other hand, the film coatings according to the present invention are meant to 
dissolve quickly. A skilled artisan would not have incorporated a PVA polymer in a 
quick-dissolving coating for instant release of active material, because Castillo et al. 
teach that PVA polymer should be used for extended release coatings. 

Claim 10 stands rejected 35 U.S.C. §103(a) over (WO/00/18375, also published as US 
6.579.953) in view of Hendrickson (US 3.566,969) 

The examiner admits that Gotsche et al. fail "to disclose that component B is a 

22 Page 4, lines 5 - 6 of the present Office action. 

23 MPEP §2143.03, citing In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988). 
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specific polyvinylpyrrolidone, as disclosed in claim 10" 24 and looks to Hendrickson 

merely in an attempt to compensate for this additional shortcoming of the Gotsche et al. 

reference. Yet, as discussed above, the Gotsche et al. reference falls short of establishing 

a case of prima facie obviousness with regard to the invention of claim 1. Claim 10 

depends from claim 1 , and it is well-settled that "if an independent claim is nonobvious 

under 35 U.S.C. 103, then any claim depending therefrom is nonobvious." 25 Thus, claim 

10 is unobvious, and the present rejection should be withdrawn. 

For the sake of completeness, applicants also point out that no teaching, 

suggestion, or motivation existed to combine the cited references. Hendrickson discloses 

that N-vinylpyrrolidone polymers are useful as adhesives or hardening agents in 

medicinal tablets which aid the disintegration of the tablets when wetted, and the Gotsche 

et al. reference at column 11, indicated lines 55-63 specifically teach away from 

hardening the coating, stating: 

Tablets swell to different extents depending on the excipi- 
ctits and active ingredients used, the storage time and the 
storage conditions, such as temperature and humidity. A 
rigid film coating develops cracks when the core swells. The 
elasticity of film formers is I he re fore an important quantity 
(uali copolymers have exceptionally high flexibility and 
elasticity. Thus, the ultimate elongation may he up to 300%. 
No crack formation is therefore to be expected, even if the 
core swells greatly. 

Thus, a skilled artisan would have not been motivated to consider the Hendrickson 
reference. 

Claims 29 and 30 stand rejected 35 U.S.C. §103(a) over Gotsche (WO/00/18375, also 
published as US 6,579,953). 

Claims 29 and 30 require components A and B and also require a minimum of 5% 
by weight of component C. More importantly, both of these claims depend from claim 1, 
and it is well-settled that "if an independent claim is nonobvious under 35 U.S.C. 103, 
then any claim depending therefrom is nonobvious." 26 As discussed above, claim 1 is 
unobvious over Gotsche et al. Thus, claims 29 and 30 are unobvious, and the rejection 
should be withdrawn. 

24 Page 4, lines 18 - 19 of the present Office action. 

25 MPEP §2143.03, citing In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988). 

26 MPEP §2143.03, citing In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988). 
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